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CERTIFICATE

TO WHOM ITMAY CONCERN

We, bioMérieux, a French société anonyme having its main office and principal place of business at
376 Chemin de 1'Orme, 69280 Marcy-1'Etoile, France, registered in the Registry of Commerce and
Companies of Lyon wunder the number 673 620 399, duly represented hereto by
Mr. Florent MULATERO, Senior Vice-President, Distribution Channel Management,

Hereby certify that the following company :

UAB DIAMEDICA
Vanagines str. 37A, Didziosios Riesés k.,
Vilniaus r. sav., LT14261, Lithuania,

is bioMérieux’s exclusive distributor in the territory of Lithuania for Clinical ranges of bioMérieux
products, and non-bioMe¢rieux range of products, and non-exclusive distributor for Industry ranges of
bioM¢érieux products, and Biofire FilmArray® products, under a distribution agreement effective as of
January 1%, 2022, renewable for successive periods of one (1) year except if terminated or not renewed
in accordance with its provisions.

The distributor is therefore duly authorized:
= To distribute, promote and sell the Products and provide after-sales services in connection with
such Products,
= To apply for the Products’ registration on bioMérieux” behalf,
= To submit any tender relating to such products, within Lithuania.

This certificate shall come into force as of its date of signature and remain valid until December
31%,2023.

Done in Marcy-l’Etoile, on January 9, 2023

Site de Marcy — 376 Chemin de 'Orme - 69280 Marcy I'Etoile - France
Tél 33(0)4 78872000 - Fax - 33 (0)4 78 87 20 90 — www biomerieux com
BIOMERIEUX SA au capital de 12 160 322 € - RCS 673 620 399 Lyon - Siége social - 376 Chemin de I'Orme - 69280 Marcy |'Etolle — France
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/BIOMERIEUX logotipas/

SERTIFIKATAS

VISIEMS, KAM TAI GALI BUTI AKTUALU

Mes, bioMérieux, Pranciizijos uzdaroji akciné bendrové, turinti savo ofisg ir pagrindine verslo vietg
adresu 376 Chemin de I'Orme, 69280 Marcy I'Etoile, Pranciizija, registruota Liono verslo ir kompanijy
registre numeriu 673 620 399, tinkamai atstovaujama p. Florent MULATERO, platinimo koordinavimo
vyresniojo vice prezidento,

Siuo rastu tvirtiname, kad kompanija

UAB DIAMEDICA
Vanaginés g. 37A, Didziosios RieSés k.,
Vilniaus r. sav., LT-14261, Lietuva

yra iSskirtinis bioMérieux platintojas Lietuvos teritorijoje klinikiniy bioMérieux produkty ir ne bioMérieux
produkty asortimentui bei neiSskirtinis bioMérieux produkty pramonés asortimento ir Biofire
FilmArray® produkty platintojas pagal platinimo sutartj, jsigaliojusig nuo 2022 m. sausio 1 d., kuri yra
pratesiama vieneriy (1) mety laikotarpiams i$ eilés, iSskyrus atvejus, kai ji nutraukiama arba
nepratesiama pagal sutarties nuostatas.

Platintojas yra tinkamai jgaliotas:
e platinti, reklamuoti ir parduoti Produktus bei teikti su jais susijusias garantinio aptarnavimo
paslaugas, susijusias su Siais produktais,

e bioMérieux vardu teikti paraiSkas dél produkty registracijos,
o teikti bet kokius su Siais produktais susijusius pasitlymus Lietuvoje.

Sis sertifikatas jsigalioja jo pasiradymo datg ir galioja iki 2023 m. gruodzio 31 d.

PasiraSyta Marcy I'Etoile, 2023 m. sausio 9 d.

y kalba

/rekvizitai/
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REF 96 124 /96 125 /96 126 / 96 127 / 96 128

08812 H - GB - 2004/01

GENboOX

Atmosphere generators and incubation jars

PRESENTATION

REF 96 124 GENDbox anaer 10 aluminium sachets
each containing 1 generator
+ 1 package insert

REF 96 125 GENbox microaer 10 aluminium
sachets each containing 1 generator
+ 1 package insert

REF 96 126 GENbox CO> 10 aluminium sachets
each containing 1 generator
+ 1 package insert

REF 96 127 GENbox Jar 2.5 |

REF 96 128 GENbox Jar 7.0 |

ADDITIONAL MATERIAL
o Anaer indicator 50 strips (Ref. 96 118)

STORAGE CONDITIONS
Store 2-25°C in a dry place.

PRINCIPLE

GENbox generators function without the addition of water
or a catalyst (no hydrogen is produced). They provide the
user with a high level of practicability and security.

GENbox anaer, microaer and CO, generator sachets all
contain the same chemical compounds ie. activated
charcoal, sodium ascorbate and other organic and
inorganic compounds. The gas compositions obtained in
the jar (oxygen and carbon dioxide) are adjusted by the
quantity of chemical compounds contained in each
sachet, which absorb oxygen and release carbon dioxide.

THEORETICAL CONCENTRATIONS:

Oxygen concentration Carbon dioxide
concentration
GENbox <0.1% > 15%
anaer after 2.5 hours after 24 hours
GENbox From 6.2to 13.2% From 2.5t0 9.5%
microaer after 1 hour after 24 hours
GENbox Not available From 3.5t0 9.0 %
CO, after 24 hours
USE
1. Setting up:
Petri dishes:

Place the inoculated plates in the jar.

GENbox Jar 2.5 | uses one generator and can
incubate a maximum of 12 x 90 mm plates.

GENbox Jar 7.0 | uses three generators and can
incubate a maximum of 42 x 90 mm plates.

Note: It is recommended to use vented plates.

Strips:
Place identification strips, for example API strips, in

the jars after previously adding water into the
individual APl incubation trays.

2. With the GENbox anaer, also place in the jar an
anaerobic atmosphere indicator. Check that it is visible
and that it does not touch the inner side of the jar.

The anaerobic atmosphere indicator controls that the
anaerobic reaction has been correctly performed and
has been maintained throughout incubation.

3. Open the aluminium sachet without using scissors or

other cutting devices. Take out the required number of
generators and place them in the jar.
WARNING: the reaction starts as soon as the
generator comes into contact with the air. The time
between opening the aluminium sachet containing the
generator and closing the jar must be as short as
possible. Prolonged contact with air leads to loss of
activity resulting in insufficient atmosphere being
generated in the jar.

4. To close the jar:

-Align the lid properly onto the jar.

-Simultaneously press the two opposite handles
down. First A and A' together followed by B and B'
together.

-The jar is now hermetically sealed.

5. To open the jar (after incubation) :

-Simultaneously unclip the two opposite handles
(direction upwards). First A and A' together followed
by B and B' together.

-Take one corner of the lid (right angle) and gently pull
up to release vacuum and gases. Then remove the
lid completely.

6. After use, cool GENbox anaer generator to room
temperature after removing it from the jar.
CAUTION:

After opening the jar and examining the cultures, if a
second incubation is necessary, then new generators
will be required.

WARNINGS AND PRECAUTIONS

¢ Do not use reagents after the expiration date.

o GENbox jars can only be used with GENbox generators.

e Never open the aluminium sachets containing the
generators before use.

¢ When handling generator paper sachets, wear gloves or
wash hands thoroughly with soap and water
immediately after use.

bioMérieux®
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o If the ingredients in the generator come into contact with
the eyes, rinse thoroughly with water for at least 15
minutes.

o Never add water to the generator paper sachet as the
reaction will be inactivated.

o Never incubate jars at a temperature of more than 45°C.
o With GENbox anaer, the reaction is exothermic. The
temperature of the generator can therefore reach 65°C.
e GENbox jars can be cleaned and disinfected according

to the following procedure:

- by immersion in a 60% alcohol bath for 5to 10
minutes at 15-25°C

- by immersion in water for 30 minutes at the following
recommended temperatures:
2.5 Jar—box and lid 80 to 85°C

7.0 1 Jar - box 80 to 85°C
7.01Jar - lid 60°C
Silicon seal 100°C

WASTE DISPOSAL

All the generators used must be discarded with other
laboratory waste.

LITERATURE REFERENCES

1. ARAKI H, MISAWA S., OGURI T. et al. -Evaluation of
Anaeropack system, a new anaerobic culture method- 1995,
World Congress on Anaerobic Bacteria and Infections,
Puerto Rico.

2. DELANEY M.L., ONDERDONK A.B. - Evaluation of the
Anaeropack system for growth of clinically significant
anaerobes - 1997, J. Clin. Microbiol., vol.35, n°3, p. 558-562.

3. VAN HORN K., WARREN K., BACCAGLINI E. - Evaluation of
a new anaerobic atmosphere generation system - 1996, 96th
General Meeting of the ASM, New Orleans.

4. VAN HORN K.B - Evaluation of a new microaerophilic
atmosphere generation system for growth of Helicobacter
pylori - 1997, 97th General Meeting of the ASM, Miami.

INDEX OF SYMBOLS

Symbol Meaning

REF Catalogue number

Temperature limitation

A

Use by

Batch code

Consult instructions for use

1]

Keep dry

LOT

Contains sufficient for <n> tests.

\/
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BIOMERIEUX and the BIOMERIEUX logo are used, pending and/or registered trademarks belonging to bioMérieux, or one of its

subsidiaries, or one of its companies.

Any other name or trademark is the property of its respective owner.

“ bioMérieux SA

376 Chemin de I'Orme
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673 620 399 RCS LYON
Tél. 33 (0)4 78 87 20 00
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GENboOX

Atmosferos generatoriai ir inkubavimo indai

PRISTATYMAS

REF 96 124 GENbox anaer 10 aliumininiy
paketeéliy, kuriy kiekvienas turi 1
generatoriy
+ 1 pakuotés apradymas

REF 96 125 GENbox microaer 10 aliumininiy
paketéliy, kuriy kiekvienas turi 1
generatoriy
+ 1 pakuotés apradymas

REF 96 126 GENbox CO; 10 aliumininiy paketéliy,
kuriy kiekvienas turi 1 generatoriy
+ 1 pakuotés apradymas

REF 96 127 GENbox Jar 2.5 |

REF 96 128 GENbox Jar 7.0 |

PAPILDOMOS PRIEMONES
¢ Anaer indikatoriai 50 juosteliy (Ref. 96 118)

LAIKYMO SALYGOS
Laikyti sausoje vietoje prie 2-25°C.

PRINCIPAS

GENbox generatoriai funkcionuoja nepridedant vandens
ar katalizatoriaus (nesusidaro peroksidas). Jie naudotojui
suteikia didelj praktiSkumg ir sauguma.

GENbox anaer, microaer ir CO, generatoriy paketéliai visi
turi vienodus cheminius junginius, tai yra aktyvuotg anglj,
natrio askorbatg ir kitus organinius ir neorganinius
junginius. Inde gaunama dujy sudétis (deguonis ir anglies
dioksidas) yra reguliuojama paketéliuose esanciy
cheminiy junginiy kiekiu, kurie absorbuoja deguonj ir
iSskiria anglies dioksida.

TEORINES KONCENTRACIJOS:

Deguonies Anglies dioksido
koncentracija koncentracija
GENbox <01% >15%
anaer po 2.5 valandos po 24 valandy
GENbox Nuo 6.2 iki 13.2% Nuo 2.5 iki 9.5%
microaer po 1 valandos po 24 valandy
GENbox Néra Nuo 3.5 iki 9.0 %
CO, po 24 valandy
USE

1. Surinkimas:

Petri IekStelés:

Inokuliuotas léksteles patalpinkite j inda.

GENbox Jar 2.5 | naudoja vieng generatoriy ir gali
inkubuoti didziausias 12 x 90 mm |éksteles.

GENbox Jar 7.0 | naudoja tris generatorius ir gali
inkubuoti didziausias 42 x 90 mm |ékSteles.

Pastaba: rekomenduojama naudoti ventiliuojamas
Iéksteles.

Juostelés:

Identifikavimo juosteles, pavyzdziui AP| juosteles,
jdékite | indg, pries tai jdéjus vandens | individualius
APl inkubavimo lovelius.

2. Su GENbox anaer | indg |dékite anaerobinés
atmosferos indikatoriy. Patikrinkite ar jis yra matomas
ir nesilie¢ia su indo vidiniu pavirSiumi.

Anaerobinés atmosferos indikatorius kontroliuoja ar
anaerobiné reakcija jvyko tinkamai ir buvo palaikoma
viso inkubavimo metu.

3. Aliumininj pakelj atidarykite nenaudodami Zirkliy ar kity
pjaunanciy priemoniy. ISimkite reikiamg generatoriy
skaiciy ir j[dékite juos j inda.

SPEJIMAS:

Reakcija prasideda tuojau pat, kai tik generatorius
patiria poveikj su oru. Laikas tarp aliumininio paketo,
kuriame yra generatorius, jdéjimo j plastikinj maiselj ir
maiselio uzdarymo turi bati kaip jmanoma trumpesnis.
Per ilgas kontaktas su oru sukels aktyvumo
sumazejimg ir rezultate indelyje bus sukurta
nepakankama atmosfera.

4. Indo uzdarymui :
-Dangtj tinkamai uzdékite ant indo.
-Vienu metu prieSingas rankenas spauskite zemyn.
Pirmiausia A ir A' kartu, po to B ir B' kartu.
-Indas yra hermetiSkai uzdarytas.

5. Indo atidarymui (po inkubacijos) :

-Vienu metu atlauzkite prieSingas rankenas (kryptis
aukstyn). Pirmiausia A ir A" kartu, po to B ir B' kartu.
-Paimkite uZz vieno dangtelio kampo (deSinysis
kampas) ir Svelniai pakelkite, kad iSleisti dujas ir

pasalinti vakuuma. Tuomet indelj pilnai nuimkite.

6. Po naudojimo atvésinkite GENbox anaer generatoriy
iki kambario temperatlros po to, kai iStraukiate jj iS.
DEMESIO:

Po indo atidarymo ir kultdry iStyrimo, jei yra reikalingas
antrasis inkubavimas, reikalingi nauji generatoriai.

PERSPEJIMAI IR ATSARGUMO PRIEMONES

¢ Nenaudokite reagenty pasibaigus jy galiojimo laikui.

e GENbox indai gali bdti naudojami tik su GENbox
generatoriais.

o Niekados neatidarinékite
generatoriais prie$ naudojima.

e Kai naudojate popierinius generatoriaus paketélius,
muveékite pirstines ar tuojau pat po naudojimo plaukite
rankas su muilu ir vandeniu.

aliumininio  pakelio su

bioMérieux® sa
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o If Jei generatoriaus sudedamosios medziagos patenka |
akis, kruop$ciai jas skalaukite vandeniu maziausiai 15
minugéiy.

¢ Niekados nepilkite vandens | generatoriaus popierinius
paketélius, kadangi reakcija bus sustabdyta.

o Niekados neinkubuokite indy aukstesnéje nei 45°C
temperatdroje.

e GENbox anaer vykstanti reakcija yra egzoterminé.
Generatoriaus temperatira gali pasiekti 65°C.

e GENbox indai gali badti valomi ir dezinfekuojami pagal
sekancig procedira:

- Jmerkiant | 60% alkoholio vonele nuo 5 iki 10 minuciy
prie 15-25°C

- Jmerkiant ] vandenj 30 minu€iy prie sekanciy
rekomenduojamy temperatary:
2.5 | Jar — dézuté ir dangtelis  nuo 80 iki 85°C

7.0 1 Jar - dézuté nuo 80 iki 85°C
7.0 | Jar - dangtelis 60°C
Silikoniné tarpiné 100°C

ATLIEKY UTILIZAVIMAS

Visi naudojami generatoriai turi bati iSmetami su kitomis
laboratorinémis atliekomis.

LITERATUROS NUORODOS

1. ARAKI H, MISAWA S., OGURI T. et al. -Evaluation of
Anaeropack system, a new anaerobic culture method- 1995,
World Congress on Anaerobic Bacteria and Infections,
Puerto Rico.

2. DELANEY M.L., ONDERDONK A.B. - Evaluation of the
Anaeropack system for growth of clinically significant
anaerobes - 1997, J. Clin. Microbiol., vol.35, n°3, p. 558-562.

3. VAN HORN K., WARREN K., BACCAGLINI E. - Evaluation of
a new anaerobic atmosphere generation system - 1996, 96th
General Meeting of the ASM, New Orleans.

4. VAN HORN K.B - Evaluation of a new microaerophilic
atmosphere generation system for growth of Helicobacter
pylori - 1997, 97th General Meeting of the ASM, Miami.

SIMBOLIY RODYKLE

Simbolis

Reik§mé

REF

Katalogo numeris

Temperatdriniai apribojimai

Sunaudoti iki

Partijos kodas

1]

Dél naudojimo informacijos ieSkokite
instrukcijoje

LOT

Laikyti sausai

\/

Turinys skirtas <n> tyrimy
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BIOMERIEUX ir BIOMERIEUX logotipas yra naudojami, laukiantys registracijos ir (arba) registruotieji bioMérieux arba vienam is filialy

ar vienai i§ jmoniy priklausantys prekiy zenklai.

Bet kuris kitas prekybinis Zenklas ar pavadinimas yra atitinkamo turétojo nuosavybé.
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www.biomerieux.com




BIOMERIEUX Page 1 of 1
96128 1009853330
2

\
Certificate of Analysis
. '
Certificat d' Analyse
pN 7
96128 GENbox Jar 7.0 L
— GENbox Jarre 7.0 L
[LOT| 1009853330 X
M.\—‘ 2022-11-18 YYYY-MM-DD Revision : 6
3__ N/A YYYY-MM-DD
Test(s) / Controle(s) Result(s) / Résultat(s) Specification(s) / Spécification(s)
Supplier lot 18K22-B70 Batch number

Lot fournisseur

This product was checked according to bioMérieux procedures
Ce produit a fait 'objet d'un contréle selon les procédures bioMérieux

Numéro de lot

This control guarantees that the product complies
with bioMérieux specifications.

Control Ce contréle garantit que le produit est déclaré
N Conform / Conforme L . S
Contréle conforme aux spécifications bioMérieux.
Composition: 1 Jar
Composition : 1 Jarre
Lot accepted on / Lot accepté le: 30-MAR-2023 by / par: RODRIGUE Fabienne

Quality Department / Département Qualité
bioMérieux - CRAPONNE - FRANCE

This document has been released electronically / Ce document a été libéré électroniquement

I bioMérieux SA
376 Chemin de I'Orme
69280 MARCY-L'ETOILE - France
Manufacturing site: bioMérieux - CRAPONNE - France
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96130 1009668190
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Certificate of Analysis
Certificat d' Analyse
A /
96130 Genbox lid 7.0 L
F.TI 1009668190 Genbox couvercle Jarre 7.0 L
M.\—‘ 2022-07-19 YYYY-MM-DD Revision : 6
3__ N/A YYYY-MM-DD
Test(s) / Controle(s) Result(s) / Résultat(s) Specification(s) / Spécification(s)
Supplier lot Batch number

A 19G22-B70
Lot fournisseur

Numéro de lot

This product was checked according to bioMérieux procedures
Ce produit a fait 'objet d'un contréle selon les procédures bioMérieux

Control

A Conform / Conforme
Contréle

This control guarantees that the product complies
with bioMérieux specifications.
Ce contréle garantit que le produit est déclaré
conforme aux spécifications bioMérieux.

Composition: 1 Lid
Composition : 1 Couvercle

Lot accepted on / Lot accepté le: 09-DEC-2022 by / par: DELTREIL Anne
Quality Department / Département Qualité
bioMérieux - CRAPONNE - FRANCE

bioMérieux SA
376 Chemin de I'Orme

69280 MARCY-L'ETOILE - France
Manufacturing site: bioMérieux - CRAPONNE - France




